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Remarks 

Claims 141-146, 148, 150-168, 170-175, 179. and181-208 are pending in 
the present application. Claims 1-140, 147, 149, 169, 176-178, and 180, have 
previously been cancelled without prejudice or disclaimer. Claims 181, 195 and 
204 have been amended. 

The specification has been amended to include the generic meaning of 

the goods represented by the trademarked term "Lipofundin^'^ 10%." 

Specifically, in the paragraph beginning on page 12, line 23, of the present 

specification the term "Lipofundin™ 10%" is now described as follows: 

...Lipofundin™ 10%, (a lipid mixture having: 5% soya oil, 5% 
medium chain triglycerides, 2.5% glycerol, and 1.2% egg 
lecithin).... 

As described in MPEP § 608.01 (v), "Where the identification of a 
trademark is introduced by amendment, it must be restricted to the 
characteristics of the product known at the time the application was filed to avoid 
any question of new matter." 

Applicants respectfully submit that, at the time the present application was 
filed, a skilled artisan would have known that Lipofundin™ 10% is a lipid mixture 
having: 5% soya oil, 5% medium chain triglycerides, 2.5% glycerol, and 1.2% 
egg lecithin. As evidence of the aforementioned. Applicants submit Attachment 
A herewith. Attachment A is a copy of the first page a facsimile transmission of a 
manufacturer's pamphlet describing Lipofundin™, which was published prior to 
the filing date of the present application. As is evident on Attachment A, the 
original facsimile transmission of the product pamphlet occurred on July 31, 
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1996. Additionally, Applicants respectfully remind the Examiner that the same 
product pamphlet was submitted on April 18, 2001 responsive to the Official 
Action dated January 1, 2001. Accordingly, Applicants submit that the 
amendment to the specification is not new matter. 

Claims 181, 195 and 204 have been amended to incorporate the generic 
meanings of the terms "Lipofundin®" and "Intralipid®." Specifically, in claims 
181, 195 and 204, the phrase "Lipofundin®" has been deleted without prejudice 
or disclaimer and replaced with the phrase "a lipid mixture having 5% soya oil, 
5% medium chain triglycerides, 2.5% glycerol, and 1.2% egg lecithin." Likewise, 
the tenn "Intralipid®" has been deleted without prejudice or disclaimer and 
replaced with the phrase "a lipid mixture having 10% soybean oil, 1.2% egg 
phospholipids, and 2.2% glycerol." Support for the amendments to claims 181, 
195, and 204 can be found, for example, at page 11, lines 17-19 and in the 
paragraph beginning on page 12, line 23 of the specification as originally filed. 

No new matter has been added. 

In view of the remarks set forth herein, further and favorable consideration 
is respectfully requested. 
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/. At page 2 of the Official Action, claims 195, 203 and 204 liave been 
rejected under 35 USC § 1 12, second paragraph. 

The Examiner asserts that claims 195, 203 and 204 are Indefinite for 
reciting the trademarks LIpofundIn® and Intralipid®. 

In view of the following, this rejection is respectfully traversed. 

From the outset, Applicants note that claim 203 does not recite either 
Lipofundin® or Intralipid®. In this regard, it appears the Examiner had intended 
to reject claim 181 rather than claim 203. 

Applicants respectfully submit that claims 181, 195 and 204 have been 
amended to incorporate the generic meanings of the terms "Lipofundin®" and 
"Intralipid®." Specifically, in claims 181, 195 and 204, the term "Lipofundin®" has 
been deleted without prejudice or disclaimer and replaced with the phrase "a lipid 
mixture having 5% soya oil, 5% medium chain triglycerides, 2.5% glycerol, and 
1.2% egg lecithin." Likewise, the term "Intralipid®" has been deleted without 
prejudice or disclaimer and replaced with the phrase "a lipid mixture having 10% 
soybean oil, 1.2% egg phospholipids, and 2.2% glycerol." 

Applicants respectfully submit that, at the time the present application was 
filed, a skilled artisan would have known that Lipofundin™ 10% is a lipid mixture 
having: 5% soya oil, 5% medium chain triglycerides, 2.5% glycerol, and 1.2% 
egg lecithin. Additionally, Applicants respectfully submit that a skilled artisan 
would have known that the Intralipid™ 10% is a lipid mixture lipid mixture having 
10% soybean oil, 1.2% egg phospholipids, and 2.2% glycerol. 
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As evidence of the aforementioned, Applicants submit Attachments A 

and B herewith. Attachment A is a copy of the first page a facsimile transmission 

of a manufacturer's pamphlet describing Lipofundin™, which was published prior 

to the filing date of the present application. As is evident on Attachment A, the 

original facsimile transmission of the product pamphlet occurred on July 31, 

1996. Attachment B is a copy of the first page a facsimile transmission of a 

manufacturer's pamphlet describing Intralipid™, which was published prior to the 

filing date of the present application. As is evident on Attachment A, the original 

facsimile transmission of the product pamphlet occun-ed on September 18, 1996. 

Additionally, with regard to the term Intralipid™, Applicants note that page 11, 

lines 1 7-1 9 of the specification as originally filed provides: 

...10% Intralipid™: 10% soybean oil, 1.2% egg phospholipids, 2.2% 
glycerol.... 

Again, Applicants respectfully remind the Examiner that both of the same product 
pamphlets were submitted on April 18, 2001 responsive to the Official Action 
dated January 1, 2001. 

In view of the above, it is submitted that the claims clear and definite 
within the meaning of 35 USC § 112, first paragraph. Thus, the Examiner is 
respectfully requested to withdraw this rejection. 
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///. At page 3 of the Official Action, claims 141-146, 148, 150-168, 170- 
175, 179 and 181-208 have been rejected under 35 USC § 112, first 
paragraph. 

The Examiner asserts that the "clainn(s) contain subject matter which was 
not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention," In particular, the Examiner asserts 
that the phrases "a reconstituted high density lipoprotein" and "non-cholesterol 
lipid components...." 

In view of the following, this rejection is respectfully traversed. 

The test under 35 USC § 112, first paragraph, for determining compliance 
with the written description requirement is whether the application clearly 
conveys that an applicant has invented the subject matter which is claimed. In re 
Barker, 194 USPQ 470, 473 (CCPA 1977); MPEP § 2163. Also, the applicant 
must convey to the public what the applicant claims as the invention so that the 
public may ascertain if the patent applicant claims anything in common use or 
already known. MPEP § 2163. Lastly, the specification must convey that the 
applicant was in possession of the invention. MPEP § 2163. The Examiner is 
respectfully reminded that the Examiner has the initial burden of presenting 
evidence or reasons why persons skilled in the art would not recognize in an 
applicant's disclosure a description of the invention defined by the claims. In re 
Wertheim, 191 USPQ 90, 98 (CCPA 1976). 
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As discussed in the Amendment and Response filed on January 28, 2008, 
the present specification clearly describes a "reconstituted high-density 
lipoprotein" and "non-cholesterol lipid components..." at page 6, last paragraph, 
as follows: 

The term "and at least one other lipid component of HDL other than 
cholesterol and cholesteryl-ester" refers to glycerides. glycerol and 
triglycerides. In accordance with the invention glycerides and 
triglycerides which are not present naturally in HDL, but have an 
analogous function to glycerides and triglycerides present in HDL 
may also be used. The composition of matter comprising the non- 
cholesterol and the non-cholesteryl-ester lipid components of HDL 
(generally phospholipids, triglycerides and glycerides) is termed 
"reconstituted HDL" (Gillote et ai, J. Bioi Chem,, 271:23792- 
23798, 1996). This term refers to a complex comprising 
phospholipids, triglycerides and glycerides, which differs from 
natural HDL by the absence of cholesterol, cholesteryl-esters, and 
apolipoproteins. 

Applicants respectfully note that, at the time the present application was filed, a 

skilled artisan would fully understand the meanings of each of the phrases 

"reconstituted high-density lipoprotein" and "non-cholesterol lipid components..." 

based on the aforementioned passage and the knowledge of the skilled artisan. 

However, with regard to the phrase reconstituted high density lipoprotein, 

in the Official Action, the Examiner indicates that: 

Applicant in his arguments refers to a U.S. Patent and a U.S. 
Patent application, which use the term reconstituted HDL or r HDL 
in their claims. Applicant is reminded that the use of such phrases 
in the claims is permitted considering that the specification provides 
an adequate written description for such claims. Applicant in his 
remarks refers to the attached references which describe rHDL. 
However such references are not of record. See the Official Action 
at page 4. 
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From the outset Applicants note tliat the Examiner appears to admit that 
the meaning of the phrase "reconstituted high density lipoprotein" would be 
known by a skilled artisan because the Examiner acknowledges that each of US 
Patent 7,053,049 and US Patent application 2004/0266660 describe 
"reconstituted high density lipoprotein" ("rHDL"). In this regard, Applicants 
remind the Examiner that there is no requirement to define each and every 
claim term in a patent application. Even if such a requirement existed, 
Applicants submit that the present specification describes rHDL sufficiently to 
meet the requirements of 35 USC § 1 12, first paragraph. 

In addition, the Examiner's indication that references discussed in the 
Amendment and Response filed January 23, 2008 also appears to be in error. In 
this regard. Applicants note that each of the references described In Applicants 
Response dated January 23, 2008 have been electronically scanned in by the 
United States Patent and Trademark Office and are available in the Image File 
Wrapper on the Private Pair website. Although Applicants understand that the 
Examiner uses the PALM system rather than the PAIR system. Applicants 
maintain the position that the references were of record and available to USPTO 
employees. However, in order to avoid further confusion, Applicants submit 
herewith, an Information Disclosure Statement citing eleven references which 
provide evidence that rHDL was well known amongst persons of ordinary skill in 
the art well in advance to the filing date of the present application. 
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Among the references cited in the Information Disclosure Statement are: 
(i) Gillotte et al. 1996 (cited on page 6 of the present specification); (ii) Sakai et 
al. 1996; (iii) Bijsterbosch et al. 1996; (Iv) Bolin and Jonas 1996; (v) Rye et al. 
1995; (vi) Parker et al. 1995; and (vii) Bijsterbosch et al. 1994. Each of the cited 
references are replete with description of rHDL. Accordingly, as discussed in the 
Amendment and Response filed on January 23, 2008, the present specification 
as well as the foregoing references, evidence that the term "reconstituted high- 
density lipoprotein" is well-established and readily understood by one of ordinary 
skill in the art to which the present invention pertains. 

With regard to the phrase "non-cholesterol lipid components...," the 

Examiner asserts that "the specification describes the phrase as written in the 

claims, without describing a representative number of non-cholesterol lipid 

components." However, Applicants note that the speciation clearly provides that: 

The present invention is based on the surprising finding that high 
density lipoprotein (HDL), or a combination of its non-cholesterol 
lipid constituents (phospholipids, and other lipids such as 
triglycerides and glycerol), which are capable of forming 
reconstituted HDL, promotes normal healing and regeneration of 
damaged eye epithelium. See the present specification at the 
Summary of the Invention. 

Applicants respectfully submit a skilled artisan would know fully 
understand the meaning of the phrase "a non-cholesterol lipid component in view 
of the plain text in the specification. In this regard. Applicants respectfully submit 
that based on the text of the specification alone, a skilled artisan would 
understand that "a non-cholesterol lipid component" comprises at least a 
combination of ptiosopholipids, and other lipids such as triglycerides, 
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glycerol and sphingolipids. Citing MPEP § 2163, tfie Examiner indicates tliat 
Applicants liave not provided a sufficient number of species to reflect the genus; 
however, Applicants respectfully submit that species disclosed are more than 
satisfactory to provide a skilled artisan with an understanding of the phrase "a 
non-cholesterol lipid component...." However, the Examiner is additionally 
invited to review the references cited in the Information Disclosure Statement 
submitted herewith for additional references to non-cholesterol lipid components, 
including, for example, phosopholipids, triglycerides, glycerol and sphingolipids. 

In view of the above, it is submitted that the claims are described in the 
specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventors, at the time the application was filed, had possession of the 
claimed invention, within the meaning of 35 (JSC § 112, first paragraph. Thus, 
the Examiner is respectfully requested to withdraw this rejection. 
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Conclusion 

In view of the remarks set forth herein, Applicant submits that the pending 
claims are in condition for immediate allowance. The Examiner is invited to 
contact the undersigned attorney if it is believed that such contact will expedite 
the prosecution of the application. 

In the event this paper is not timely filed, Applicants petition for an 
appropriate extension of time. Please charge any fee deficiency or credit any 
overpayment to Deposit Account No. 14-01 12. 



Respectfully submitted, 
THE MATH LAW GROUP 



(5ary M. Nath 
Registration No. 26,965 
Susanne M. Hopkins 
Registration No. 33,247 
Ari G. Zytcer 
Registration No. 57,474 
Customer No. 20259 



Date: January 17, 2008 
THE NATH LAW GROUP 

112 South West Street 
Alexandria, VA 22314 
Tel: (703)548-6284 
Fax: (703) 683-8396 
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